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AGENCY 
Office of Pesticide I Programs 1 

Antimicrobials Division (751 OCj 
1200 Pennsylvania yfVvenue NW 
Washington, D.G. 20460 

I 

NOTICE OF PEdTICIDE: 
X Registration 

Reregistration 

(under FIFRAi as amended) 

Name and Address of Registrant (include ZIP 

Intralytix, Inc 
323 W. Camden Street 
Baltimore, MD 21201 

1(51^ AGENCY 
Number: 

74234-1 

Date of 

lUN 
Term of Issuance: 

Conditional li 

Name of Pesticide Pr 

LMP-102 

Code) 

ict: 

Issuance: 

8 2008 

On the basis of infotmatlon furnished by the registrant, the above named pesticide is hereby registered/reregistelfed Lindei the Federai 

Insecticide, Fungicide and Rodentioide Act; I ' 

Registration is in no way to be construed as an endorsement or recommendation of this product by the AgencyJ in otdei-jjo protect 

health and the environment, the Administrator, on his motion, may at any time suspend or cancei the registratio|pf a ffliicide in 

"• • • Inlet to I accordance with the Act. The acceptance of any name in cbnnection with the registration of a product under thiS ;Act isjj 

construed as giving the registrant a right to exclusive use of; the name or to! its use if it has been covered by others. 
' • 1 ! " 

, i ^ • ii! 

This product (OPP Decision No. D-|42291) is conditionally registered in deconlj 
FIFRA sec 3(c)(7)(C) provided that you: | 

) be 

luce with 

1. A monitoring plan must be prepared and submitted that is designed tc 
responsible use of this bacteriophage product. The monitoring plan will be submii 
review and approval within two months after the registration date. The monitoring wi 
2 months after Agency approval of the monitoring plan. |: 

• ^ ^ f-1 
Monitoring Plan . I ; III 

• i I • • . • ii 
I : ; . ' 51,; . 

A monitoring plan designed to observe and iaddress baciteriophage resistance is requirec 
of the monitoring are to be reported to the Agency. The components of each document 
below: ' I 1 I 

ipport the 
d for EPA 

ilistart within 

'he results 
listed 
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EPA Reg. No. STATES ENVIRONMENTAL PROTECTION AGENCY 

The monitoring plan submitted on July 8,2005 and reviewed by the Agency must be 
to include: 

(1) Recording of consistency of use conditions (temperature, humidity, and use pattern 

i • 'i iii 
(2) An explicit description of how the strains of "presumptive Listeria monocytogene^^ 
characterized at the production laboratory.; It will be important to spbciate them teforo 
concluding that there is resistance to L. monocytogenes. Some description of thejjspec: 
methods planned, and the Q/A involved, i^ required. Food processing facilities #|e noij. 
want to have their strains speciatedj or at l^t not likely to want the results generally a| 
so a discussion of how that information would be handled is warranted. 

(3) This criteria must be used in selecting new monophages for inclusion: 

a. The new monophage is lytic for Listeria monocytogenes strain(s); 

b. The new monophage satisfies the "lytic phajge" criteria, as defined by (i) pla 
morphology (clear plaques), arid (ii) target range (lytic against > 5 gerietidally-
as defined by PFGE-—L. monocytogenes straiiis). : 

i ' • fii 
c. The new monophage does not contain bacterial toxin-encoding genes listed 
40 CFR § 725.421. | I: 

•- y ^ 

d. The new monophage does not contain bacterial 16S ribosohial RNA gene se 

Each accepted "new monophage" will be characterized in the same rigordljus m 
were all of the monophages currently contained in LMP-102.! Specificall|i for 
monophage this will include: i !• 

I ? • . Ii 

Monitoring Plan Report 

roscopy 

fesis 

. ! ! .ii'.J I' I'l 
Phage morphology characterization, by naked eye inspection and/pr lipit n|i|i| 
Taxonomy determination, by electron microscopy 
DNA size estimation and purity determination, by pulsed field gel electroph 
(PFGE) _ 1 • • |j 
Full genome sequencing and arialysis for the presence of bacterial-toxin enilpdmg 
genes listed in 40 GFR § 725.421, and bacterial 16S ribosomal RNA gpne s pquences 
Genetic fingerprinting, by restriction fi-agnjent length polymorphism (^Ll 
Protein fingerprinting, by SDS-PAGE ; i 1 

mended 

ion 
kely to 

hilable. 

e 
^erse-

A Monitoring plan report must be submitted to the Agency every 6 months or as pata (jSi 
(whichever is shorter). It must include: ] ii 

i • ^ i ii 
(1) The "phage removal and replacement" strategy when resistance is ob|ervedi 
(2) A new CSF; : ; -j : ' ^ , ' |j |: ̂ 
(3i r.hRmistrv data and ahv otharQ>(rtai«Bhai¥>nnatiPtl iliClutlliig llie cuudition||it which 

are 

ences. 

liner as 
;ch 

Acquired 

SYMBOL 

SURNAME 

DATE 

the resistant bact irium was id( ntified must 
co( ktail preparat on; 

EPA Form 1320-1A (1/90) 

)e submitted lo support cne 
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Page 4 
EPA Reg. No. 74234-1 

Sine(jrely, 

Velma Noble s 
Prodiuct Manager (31) 
Regulatory Management Branch 
Antimicrobials Division (751 OP) 

Enclosure; Stamped Label 
Efficacy Data Evaluation 

li ! 

i ' 

iil; 

35 



u 5 

I 



55 

< 
CZJ 
o 
ON 
CZ5 
l-H 
Q 

P 
Z 
< 
N 
O 

o 
H 
C/5 

•s 
oS 

•S s 
fl 
o 
o 
o 
to 

. Kl 

(J3 .a 
•SP 
'CH o 
-S 
o •*-> 

CO 

0) 
w 
2 
2 
00 O 

0) 

•S O 
<D 

a 
1 

§ 
.a ^ 

!> 

3 "o 
<2 

H 
o 

"o 
<2 

H & S 
o C/5 

W 
S 
o 

t3 
cd 

D p. t3 
cd 4i CO • ^ 

S CO 

3 
00 

O 
o 

•<-•» 
o -g % 

C/5 o D s a 
C/5 

> 
2 

2 a 
o cd 

*-4-* o d 
C/3 o d 
ID CO 

PH ;=( cd 

•4—) s 
I 

:3^ 

-S 
VH 
(U 

<u 
-S 

cd 
a o o 

u-> 
O 

i-i o 

.a 
d 

Id 
Td 

.2 § 
."d 
^3 
d Cd o ^•4-» 
o 
<D a Ui CO 
;-i 
O cd 

W) .g 
3 <4-1 

O 
o D >> CO 

o O 
D cx 
;-i CO 

2 
§ 
2 o 3 

d o 
D d 

H d a 

o 
"3 
o 
nS 

CO 1 
^ § 
•73 J3 

O 

Cd s 
o "5 U a 9. 
•^2 2 >% 3 6 
^ cd £3 

(D 


